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Our mission is to enhance the health and well-being of Americans
by providing for effective health and human services

 and by fostering strong, sustained advances in the sciences
underlying medicine, public health, and social services.

Overview of  Departmental Operations

INTRODUCTION

This is the third Accountability Report for the U.S.
Department of   Health and Human Services
(HHS), and the second as an official member of
the U.S. Chief Financial Officer Council pilot
program being conducted under the auspices of  the
Government Management Reform Act (GMRA) of
1994.

This report covers the period of  October 1, 1997
through September 30, 1998 Fiscal Year (FY)
1998 and contains a high level overview of

➣ what we do,
➣ what we did with the federal funds entrusted to

us, and
➣ how well we managed them.

It is our report to our “stockholders,” the American
public and as such, we are accounting for the return
on the taxpayer’s investment.

To substantiate what we say, the report also
contains the Department’s FY 1998 audited
financial statements that discuss our financial
condition, as well as the auditor’s opinion that is an
independent, objective assessment of  how
accurately we have represented our financial
condition.  Also, this comprehensive report contains
many other streamlined reports required under
various statutes that make us accountable for our
financial, management, and program performance.
This year, it also contains new information that
better explains how we managed federal funds and
the actual costs of  our programs.

By synthesizing all of  this information into this single
report, we hope to provide a more complete,
accurate and useful understanding of  the
Department.  Some of  our components also are
issuing their own Accountability Reports; these are
useful to the reader for more detailed program and
finance information.
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The Department of  Health and Human
Services (HHS) is the United States government’s
principal agency whose mission is to enhance the
health and well-being of  Americans by providing
for effective health and human services and by
fostering strong, sustained advances in the sciences
underlying medicine, public health, and social
services.  HHS accomplishes its mission by
providing leadership in the administration of
programs to improve the health and well-being of
Americans and to maintain the United States as a
world leader in biomedical and public health
sciences.

The Department manages more than 300 programs,
covering a wide spectrum of  activities that impact
all Americans, whether through direct services, the
benefits of  advances in science, or information that
helps them to live better and make healthy choices.
These programs include:

➣ Conducting and sponsoring medical and social
science research,

➣ Preventing outbreak of  infectious disease,
including immunization services and eliminating
environmental health hazards,

➣ Assuring food and drug safety,
➣ Providing Medicare (health insurance for elderly

and disabled Americans) and Medicaid (health
insurance for low-income people),

➣ Providing financial assistance and employment
support/services for low-income families,

➣ Facilitating child support enforcement,
➣ Improving maternal and infant health,
➣ Head Start (pre-school education and

services),
➣ Preventing child abuse and domestic violence,
➣ Substance abuse and treatment and prevention,

and
➣ Services for older Americans, including home-

delivered meals.

In addition to the services they deliver, the HHS
programs provide for equitable treatment of
beneficiaries nationwide, and they facilitate the

collection of  national health and other data for
research and publication.

HHS works closely with state and local
governments, private sector grantees and other
partners to accomplish its programs.

➣ HHS is the largest grant-making agency in the
federal government, providing over 56,000
grants in the amount of  more than $144 billion
per year (per the latest FY 1997 information).

➣ More than $8 out of  every $10 dollars
appropriated to a leading medical research
organization of  HHS, funds more than 50,000
investigators that are affiliated with some 2000
university, hospital and other research facilities.

➣ Forty-four percent of  the FY1998
appropriations for American Indian and Alaska
Native health services is under tribal control and
significant administrative funding has also been
transferred to tribal programs.

➣ A nationwide network of  643 community and
migrant health centers, plus 144 primary care
programs for the homeless and residents of
public housing, serve 8.1 million Americans
each year.

➣ Another nationwide network that includes the
states and 655 Area Agencies on Aging is
responsible for assessing the needs of  older
persons, coordinating existing resources with
the more than 27,000 service providers and
developing new resources to meet local
priorities for services to the elderly.

➣ Nearly 40,000 providers of  health care are
certified to provide Medicare services and
22,000 employees of  66 Medicare contractors
have primary responsibility for processing over
861 million Medicare claims annually.

➣ Some 34,000 state employees have primary
responsibility for administering Medicaid.

WHO WE ARE AND WHAT WE DO
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The Department has several mechanisms in place to
facilitate interdepartmental collaboration and
coordination around common issues and problems
among the Departments of  Labor, Education, and
other agencies.  Some examples include:

➣➣➣➣➣ collaboration between HHS and Labor to
implement Welfare to Work,

➣ co-leadership with the Environmental Protection
Agency (EPA) and coordination across federal
agencies including Labor and Education,

➣ cooperation on the Head Start program with
Education, and

➣ coordination on the Medicare and Medicaid
programs with Social Security Administration
(SSA).

Children are the focus of  many HHS programs.

HOW WE ARE STRUCTURED TO ACCOMPLISH OUR MISSION

Because of  the complexity and importance of  the
many issues involved in its mission, and consistent
with the intention of  congressional legislation, the
Department’s programs are administered by 13
HHS operating divisions.  Leadership is provided
by the Office of  the Secretary (OS), which is also
considered one of  the 13 Operating Divisions
(OPDIVs) and five staff divisions headed by
Assistant Secretaries, including the Assistant
Secretary for Management Budget (ASMB) who is
responsible for this report.  HHS is also active in
ten regions throughout the United States, to
coordinate the crosscutting and complementary
efforts that are needed to accomplish our mission.
This mission is also supported across the
Department by offices of  the Inspector General

(OIG), General Counsel, Civil Rights, Departmental
Appeals Board (DAB), and Intergovernmental
Affairs (IGA). The FY 1998 net budget outlay for
providing this leadership was $233 million.

A chart of  the current organizational structure of
HHS follows.  There was no significant
organizational change in HHS in FY 1998.  HHS
Headquarters is located at 200 Independence
Avenue SW, Washington, D.C., 20201.

Secretary:
Donna E. Shalala

HHS FY1998 Net Budget Outlays:
$350.6 Billion

HHS Regional Offices
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How We Are Structured to Accomplish Our Mission
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The HHS OPDIVs are presented in the descending
order of  their budget outlays for FY 1998.  Budget
outlays are important because they are the funds
that were actually paid out for the obligations that
the Federal government has incurred and are used
to identify budget surpluses or deficits.

Health Care Financing Administration (HCFA)
HCFA is the largest purchaser of  health care in
the world.   HCFA administers the Medicare and
Medicaid programs, which provide health care
coverage to about one in every four Americans. In
FY 1998 a major new health insurance program for
children was implemented cooperatively by HCFA
and the states to provide health insurance,
preventive health care, and other important health
services to children in need.

Outlays for Medicare and Medicaid, including state
funding, represent 34.2 cents of  every dollar spent
on health care in the United States.  Medicare
provides health insurance for 39.2 million elderly
and disabled Americans. Medicaid, a joint federal-
state program, provides health coverage for 35.4
million low-income persons, including 17.0 million
children (48% of  enrollees). In FY 1998 the
Federal matching rates for various State and local
costs averaged 56% (57% for benefits; 56% for
administration).  Medicaid also pays for nursing
home coverage for low-income elderly, covering
almost half of  total national spending for nursing
home care. HCFA operates from Baltimore, MD,
Washington, DC, and ten regional offices.
Established: 1977, incorporating the pre-existing
Medicare and Medicaid programs.

ADMINISTRATOR:    Nancy-Ann Min Deparle
FY 1998 NET BUDGET OUTLAY:  $294 billion

❖   ❖   ❖

HHS OPERATING DIVISIONS

Administration for Children and Families
(ACF)
ACF is responsible for almost 50 programs that
promote the economic and social well-being of
families, children, individuals, and communities.
With its partners, ACF administers the new state-
federal welfare reform program, Temporary
Assistance to Needy Families (TANF), providing
assistance to 8.9 million persons as of  March,
1998.  ACF administers the national child support
enforcement system, collecting some $13.38 billion
in 1997 in payments from non-custodial parents. It
also administers the Head Start program, serving
around 822,000 pre-school children.

ACF provides funds to assist low-income families in
paying for child care, and supports state programs
to provide for foster care and adoption assistance.
It also funds programs to prevent child abuse and
domestic violence. ACF is organized into 8
program offices, five staff offices that operate in
Washington, DC and ten regional offices.  Five
regions also act as hub sites for activities that affect
several regions.  Established: 1991, bringing
together several already-existing programs.

ASSISTANT SECRETARY FOR CHILDREN AND FAMILIES:
Olivia A. Golden, Ph.D.
FY 1998 NET BUDGET OUTLAY:  $31.6 billion

❖   ❖   ❖

An estimated 97% of  the total aged population
has some type of Medicare coverage.



Department of   Health and Human Services
Accountability Report: FY 1998

I - 6

HHS Operating Divisions

National Institutes of  Health (NIH)
NIH is the world’s premier medical research
organization, supporting some 30,000 research
projects nationwide in diseases such as cancer,
Alzheimer’s, diabetes, arthritis, heart ailments
and AIDS. The NIH consists of  22 Institutes and
Centers (ICs) that improve the health of  all
Americans by advancing medical knowledge and
sustaining the nation’s medical research capacity in
disease diagnosis, treatment, and prevention.
NIH’s research activities extend from basic
research that explores the fundamental workings of
biological systems, to studies that examine disease
and treatments in clinical settings, to prevention and
to population-based analyses of  health status and
needs.

To accomplish its mission and these research
activities, NIH provides scientific leadership and
establishes research priorities, funds the best
research in the scientific community at large,
conducts leading-edge research in NIH
laboratories, effectively disseminates scientific
results and information, facilitates the development
of  health-related products, ensures a continuing
supply of  well-trained laboratory and clinical
investigators, sustains the nation’s research facilities,
and collaborates with other federal agencies.  NIH
is located in and near Bethesda, MD.  Established:
1887, as the Hygienic Laboratory, Staten Island,
NY.

DIRECTOR:  Harold E. Varmus, M.D.
FY 1998 NET BUDGET OUTLAY:   $12.5 billion

Health Resources and Services Administration
(HRSA)
HRSA is the nation’s health safety net provider;
HRSA improves the nation’s health by assuring
equitable access to comprehensive, quality
health care for all.  HRSA and their state, local,
and other partners, work to eliminate barriers to
care and eliminate health disparities for the
estimated 43 million Americans who are
underserved, vulnerable, and special needs
populations.  They also assure that quality health
care professionals and services are available.

HRSA works to decrease infant mortality and
improve maternal and child health.  It provides
services to people with AIDS through the Ryan
White CARE Act programs and oversees the organ
transplantation and bone marrow donor systems.
HRSA also works to build the health care
workforce and maintains the National Health
Service Corps.  HRSA uses a structure of  four
bureaus, a center, and special policy and support
offices to accomplish its mission; its headquarters is
in Rockville, Md.  Established: 1982, bringing
together several already-existing programs.

ADMINISTRATOR:   Claude Earl Fox, M.D., M.P.H.
FY 1998 NET BUDGET OUTLAY:   $3.5 billion

❖   ❖   ❖

Source:  President’s Budget for Fiscal Year 2000,
Historical Table 9.8
NIH accounted for 16.3% of  the entire
Federal research budget in FY 1998.

Health career academic enrichment was
provided for 6,800 minority and
disadvantaged students.  An estimated 400
students involved in minority health issue
research were also supported.

NIH
16.3%

NSF
2.8%

NASA
13.6%

Other
12.2%

Defense
55.1%

Federal FY 1998 Research Outlays
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Centers for Disease Control and Prevention
(CDC) and the Agency for Toxic Substances
and Disease Registry (ATSDR)
CDC is the “Nation’s Prevention Agency”; it is
the lead federal agency responsible for
promoting health and quality of  life by
preventing and controlling disease, injury, and
disability.  CDC helps to save lives and health
costs by working with partners throughout the
nation and the world to monitor health, detect and
investigate health problems, conduct research to
enhance prevention, develop and advocate sound
health policies, implement prevention strategies,
promote healthy behaviors, foster safe and healthy
environments, and provide public health leadership
and training.

CDC is well known for its response to disease
outbreaks and health crises worldwide.  CDC’s
personnel are stationed in its national headquarters
in Atlanta, in 15 locations throughout the United
States and territories, and in more than 20 foreign
countries.  CDC also provides for immunization
services and for national health statistics.
Established: 1946, as the Communicable Disease
Center.

DIRECTOR:  Jeffrey P. Koplan, M.D, M.P.H.
FY 1998 NET BUDGET OUTLAY:  $2.4 billion

ATSDR helps to prevent exposure and adverse
human health effects and diminished quality of
life associated with exposure to hazardous
substances.  ATSDR is a unique component of
HHS, because it is funded and therefore
accountable for those funds, through the EPA
Superfund account.  However, ATSDR reports to
the Director of  CDC because of  its
complementary functions.  Because of  this, the
CDC financial statements include ATSDR.  ATSDR
conducts public health assessments, health studies,
surveillance activities, and health education training
in communities around waste sites on the U.S.
Environmental Protection Agency’s National
Priorities List. ATSDR also has developed

toxicological profiles of  hazardous chemicals found
at these sites.  ATSDR’s headquarters is in Atlanta,
GA. Established: 1980.

ASST. ADMINISTRATOR:  Peter McCumiskey
FY 1998 NET BUDGET OUTLAY:  $74 million

❖   ❖   ❖
Substance Abuse and Mental Health Services
Administration (SAMHSA)
SAMHSA works to improve the quality and
availability of  substance abuse prevention,
addiction treatment, and mental health services.
There are approximately 44 million American adults
that experience some form of  mental disorder.
SAMHSA provides funding through block grants to
states for direct substance abuse and mental health
services, including treatment for over 340,000
Americans with serious substance abuse problems.
It helps improve substance abuse treatment through
its Knowledge Development and Applications grant
program.

SAMHSA also monitors the prevalence and
incidence of  substance abuse and mental illness.
SAMHSA carries out its work through 3 centers
and 6 offices that coordinate effort on certain
special issues; its headquarters is in Rockville, Md.
Established: 1992. (A predecessor agency, the
Alcohol, Drug Abuse and Mental Health
Administration, was established in 1974.)

ADMINISTRATOR:    Nelba Chavez, Ph.D.
FY 1998 NET BUDGET OUTLAY :    $2.2 billion

❖   ❖   ❖

Through prevention, good health

is in your future.
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v We strove to improve the health status of
American Indians and Alaska Natives.

In direct partnership with the tribes and in
recognition of  their expanding role in developing
and managing the health needs of  American
Indians and Alaska Natives (AI/AN), IHS is
working to provide access to basic health services,
including the assurance of  adequate facilities and
equipment for the provision of  health services and
adequate support services to the tribal health
delivery system.  In FY 1998 under the Hospitals
and Clinics Program, IHS and the tribes
provided essential services for inpatient care,
routine and emergency ambulatory care; and
support services.  The program includes initiatives
targeting special health conditions that affect
AI/ANs.

Unintentional injuries continue to be the leading
cause of  death for Indian people up to the age of
45.  The Safe Tribal Communities Campaign for
AI/AN youth was reactivated in fiscal year 1998, to
address aspects of  this issue.  The campaign seeks
to involve youth in actively reducing vehicle-related
injuries and injury risks in their communities.  IHS is
focusing on increasing tribal community capacity
building and more inter-tribal collaboration on injury
prevention.  To assist tribes in building
infrastructures for injury prevention capacities, the
IHS awarded 3-year grants totaling $304,000
beginning in FY 1997 to 13 tribes.

In 1998, more than $30 million was obligated for
286 grants awarded to IHS facilities, Indian tribes/
tribal organizations and urban Indian organizations
to address the prevention and treatment of
diabetes.  Diabetes continues to grow in epidemic
proportions in Native American communities.  In
some AI communities, up to half of  the adults have
diabetes.  Diabetes is 4-8 times more common
among AIs compared to the general U.S.
Population.  Through these grants, diabetes
prevention and treatment programs will reach more
than 100,000 AI/ANs suffering from diabetes as
well as another 30,000 to 50,000 who are at risk.

Fifteen to twenty federal and tribally operated
health care facilities participated in statewide
training conferences on improving the healthcare
response to domestic violence; only 47% of
federal facilities with urgent care units or emergency
departments have policies /protocols for handling
domestic violence cases.

Approximately 27,400 Indian homes lack either a
safe water supply or adequate sewage disposal
system, or both.   In 1998, essential new
sanitation facilities were provided to 7,784
homes and upgraded facilities to 6,589 homes.

Support from all available sources is essential to
meet the needs of  the Indian people that the IHS,
the tribes, and the Urban Indian Programs serve.  In
FY 1998 the IHS provided support to the National
Indian Health Board to coordinate and manage a
national meeting to address key policy issues in
State Medicaid reform.  The meeting included
representatives from HCFA, the tribes, the Urban
Programs, and IHS.  In addition, OMB recently
approved Medicare and Medicaid reimbursement
rate changes for IHS facilities.  The new rates
approved for calendar year 1998 were based on a
select number of  Medicare hospital cost reports
developed by the IHS and reviewed by HCFA.
These efforts enable the IHS to be appropriately
reimbursed for services provided to Indian people
who are entitled to Medicare and Medicaid health
programs.

v v v

Under the Older Americans Act, the Administration
on Aging provided funding to 232 AI tribal
organizations and AN organizations representing
more than 300 tribes. This funding provides
supportive and nutrition services, including 2.7
million congregate and home-delivered meals and
nutrition education to older Native Americans.
These services are responsive to the cultural
diversity of  Native communities and comprise a
critical component of  comprehensive community-
based social and health-related services in Native
communities.

How Well We Performed
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GOAL 4: IMPROVE THE QUALITY OF  HEALTH CARE AND HUMAN SERVICES.

The quality of  health and human services needs to improve continually to address constantly
changing problems.  HHS accomplishes this goal by a wide range of  quality improvement activities
designed to provide better ways of  addressing the changing problems that confront the health and human
service delivery system, such as changes in family structures, demographics and financing of  health services.

v We promoted the appropriate use of
effective health services.

Significant improvements in health, as well as
reductions in costs associated with unnecessary
remedial care, could be achieved by improving the
extent to which physicians and other practitioners
deliver the most appropriate treatments.  In FY
1998, HHS continued to evaluate the outcomes of
the investments that the agency funds.

AHCPR awarded new research grants to assess
the outcomes and cost effectiveness of :
Health plans on hypertension and diabetes care;
quality improvement in nursing homes; multi-method
assessment of  Medicaid managed care; and cost
effectiveness analysis of  surgery in Epilepsy-Cease.

v v v

v We increased consumer’s understanding of
their health care options.

On February 20, 1998, HHS launched
a nationwide effort to help patients
rate their health plans and to help
consumers choose among plans.  The
effort is built on a new survey tool, the

Consumer Assessment of  Health Plans
(CAHPS), that provides a consumers-eye view of
the care and service they receive from health plans.
The survey asks how easily beneficiaries can access
specialists and emergency care services and seeks
information on the general level of  consumer
satisfaction.  In 1998, CAHPS was adopted by the
Office of  Personnel Management for use by the
Federal Employees Health Benefits Program to
survey Federal employees and report back the

findings of  the survey to them to help in the
selection of  health plans during the Federal open
season.

In April, 1998, the Office on Women’s Health
under the Office of  the Secretary, launched an
enhanced web site for the National Women’s
Health Information Center.  The web site is
at http://www.4woman.gov.  It provides access to a
wide variety of  women’s health resources and
services, such as Federal information,
clearinghouses, health research sources, current
health news, upcoming events and links to a variety
of  other resources.

v v v
v We improved consumer protection.

In June, 1998, HHS established a
series of  new patient protections
for the 39 million beneficiaries of
Medicare to bring Medicare into

compliance with the Administration’s Consumer
Bill of  Rights.  These new protections include
access to emergency services when and where the
need arises, patient participation in treatment
decisions, and access to specialists.

In addition, the 33 million (average number of
enrollees in 1998) Medicaid enrollees also are
being assured essential protections in the
Consumer Bill of  Rights.  In September, 1998,
HCFA published a Notice of  Proposed
Rulemaking adding new patient protections such as
access to specialists and an expedited independent
appeals process to bring the program into
compliance with the patient’s bill of  rights, where
possible.

How Well We Performed

Consumer
Bill of Rights
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Also the CAHPS survey tool was merged with
another health care quality tool, the Health Plan
Employer Data and Information Set Member
Satisfaction Survey and will be used by the National
Committee for Quality Assurance to evaluate and
accredit commercial managed plans.

On July 21, 1998, a nursing home initiative was
unveiled to enhance protections for nursing home
residents, including tougher enforcement of  nursing
home rules and strengthened oversight of  States
nursing home quality and safety responsibilities.
HCFA has implemented a new monitoring system
and has given new instructions to States on how to
handle problem nursing homes and nursing home
chains.

v v v
Ombudsman programs in every state and 570 local
areas helped resolve nursing and board-and-care

home residents’ problems; provide information to
residents, potential residents and their loved ones;
and advocate on behalf of  these health care
consumers.  Recently the Secretary reported to
Congress that in 1996, ombudsmen nationwide
handled over 179,000 complaints made by over
116,000 individuals and provided information to
another 186,000 people.  The National Long-Term
Care Ombudsman Resource Center is operated by
the National Citizens’ Coalition for Nursing Home
Reform in conjunction with the National Association
of  State Units on Aging.  With funding provided by
the HHS’ AoA, the Center provides on-call
technical assistance and intensive annual training to
enable ombudsmen to be effective in their
demanding work.

v v v

How Well We Performed

In FY 1996, 81% of the cases closed by
Ombudsman programs involved nursing
homes.  The five most frequent nursing
home complaints concerned:

• accidents, improper handling,
• requests for assistance needed,
• personal hygiene neglected,
• lack of  respect for residents, poor staff

attitudes, and
• lack of adequate care plan, resident

assessment.

Ombudsman programs protect
senior citizens’ health care rights.
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GOAL 5:    IMPROVE PUBLIC HEALTH SYSTEMS.

The infrastructure of  public health systems needs to be preserved and improved to conduct the
interventions that save lives and ameliorate suffering. HHS contributes to an effective public health
system by supporting improvements in training staff, encouraging the sharing of  reportable disease
information electronically, and ensuring that food and drug safety systems exist and work.

v We improved the public health system’s
capacity to monitor the health status and
identify threats to the health of  the
Nation’s population.

The Medical Expenditure Panel Surveys
(MEPS), ($36.3 million budgeted for FY 1998)
which is actually an interrelated series of  surveys,
was enhanced and expanded and is now a
continuous data collection effort, instead of
periodic surveys once every 10 years.  This
provides a more current data resource to capture
the changing dynamics of  the health care delivery
and insurance system.  As a result, key findings
from MEPS data released in 1998 yielded this
useful information for decisionmakers:

Ø Nearly 18% of  the U.S. population had no
usual source of  health care in 1996.

Ø Hispanic-Americans (30%), young adults
aged 18-24 years. (34%), and the
uninsured under 65 years of  age (38%),
were the most likely to lack a usual source
of  care during FY 1996.

Ø Approximately 12% of  all American
families experience barriers to receiving
needed health care services.

The web site for MEPS is:
http://www.meps.ahcpr.gov

v v v

The “Health United States 1998 with
Socioeconomic Status and Health Chartbook,”
was published.  It is the 22nd such report on the
health status and national trends in health statistics.
The special topic chartbook addresses the health
status, risk factors, and health care access and
utilization of  children and adults.  More information
in the report is available at http://www.cdc.gov/
nchswww/products/products.htm.

v v v

Environmental health monitoring at hazardous waste
sites was improved this past year when ATSDR and
its public health partners addressed 38 of  234
hazardous waste sites where they have been unable
to conduct necessary public health activities.

v v v

How Well We Performed

Special care must be taken to
prevent exposure and adverse
human health effects from
hazardous substances.
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HHS worked actively with stakeholders to develop
an agenda for disease prevention and health
promotion efforts from 2000-2010.  Healthy
People 2010 is scheduled to be released in January
2000.  It is the successor to the long-standing
Healthy People 2000, which is the basis for the
current “national objectives” that have been referred
to throughout this document.  They support and
exert an influence on the GPRA strategic objectives
and performance plan, but are longer-term and are
focused on national, rather than agency
achievements.  To increase the potential impact and
use of  Healthy People 2010:

Ø In March 1998, the HHS working group issued
a report on the potential uses of  leading health
indicators, criteria that might be applied to

How Well We Performed

leading health indicators, and possible
candidates for leading health indicators that will
be part of  Healthy People 2010.

Ø Because these are national objectives, not just
HHS objectives, the public has been involved in
their development through focus group sessions,
national and regional   public meetings, and a
web site for reviewing draft objectives and
commenting on them.

The most recent data available on the progress
achieved in those areas being monitored by the
Healthy People 2000 Program are found in the
following table and chart.  More information can be
found at: http://odphp.osophs.dhhs.gov/pubs/
hp2000.

Healthy People 2000 Objectives: Summary of Progress by Priority Area
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Source:  HP2000 Program, 1998

Prio r it y  A rea M et Pro gressed   

M ov ed 
A w ay from  

T ar ge t
M ixed / N o 

C ha nge
C a nnot 
A ssess T ota l

1 . Phy sica l A ctiv ity  and  F itness 1 6 5 0 1 13
2. N utr itio n 5 13 6 1 2 27
3. T obacco 4 15 3 2 2 26
4. Substance A buse: A lcohol and  O ther D rugs 1 8 4 3 4 20
5. Fa m ily  P la nn ing 0 8 1 1 2 12
6. M enta l H ealth  and  M enta l D isorders 4 3 6 1 1 15
7. V io len t and  A busive B ehav io r 3 6 5 0 5 19
8. E ducationa l and  C o m m unity-B ased P rog ram s 3 3 2 1 5 14
9. U n in ten tio na l In ju r ies 6 9 2 3 6 26

10 . O ccupationa l Safety  and  H ea lth 3 10 5 1 1 20
11 . E nv ironm enta l H ealth 2 11 1 2 1 17
12 . Fo od and D rug  Safe ty 2 5 1 0 0 8
13 . O ra l H ea lth 1 8 2 2 4 17
14 . M aterna l and  In fa n t H ealth 1 8 5 1 2 17
15 . H eart D isea se a nd Stro ke 2 12 3 0 0 17
16 . C a ncer 6 10 0 0 1 17
17 . D ia betes and  C hro n ic D isa b lin g C ond it ions 1 5 11 4 2 23
18 . H IV  In fectio n 2 7 3 1 4 17
19 . Sex ually  T ra nsm itted  D isea ses 4 6 1 2 4 17
20 . Im m unizatio n  a nd  In fectious D iseases 2 8 2 5 2 19
21 . C lin ica l P rev entio n  Serv ices 0 2 1 3 2 8
22 . Surv eillan ce a nd D ata System s 0 6 1 0 0 7

T ota l: 53 16 9 70 33 51 37 6

14 .1 % 44 .9 % 18 .6 % 8.8% 13 .6 % 10 0.0%

SO U R C E : C enters for  D isease C o ntro l and  P revention , N atio na l C enter  for  H ealth  S tatistics.

Healthy People 2000 Objectives:
Summary of  Progress by Priority Area
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v We worked to ensure food and drug safety
by increasing the effectiveness of
science-based regulation.

Americans have the world’s safest food supply and
HHS worked to ensure the safety, reliability, and
efficacy of  drugs and medical products.

Under the Prescription Drug User Fee
Act (PDUFA) manufacturers paid for

improved processing procedures and time for new
drug and biologics (the study of  blood and blood
products) applications.  The objective of  PDUFA
is to expedite the application review process,
without compromising safety and sacrificing the
quality that Americans expect.  The FDA had
committed to certain performance goals in response
to these additional resources, and has met or
exceeded these goals for FY 1995, FY 1996, and
FY 1997.  This success occurred even with
unexpected, continued growth in the number of
marketing applications filed for review.

As a result, in 1997 Congress reauthorized PDUFA
under the Food and Drug Modernization Act for
another five years (known as PDUFA II).

 In 1998, user fee revenues from drug reviews
financed approximately 708 more FTEs to help

meet FY98 performance goals of  expediting the
approval of  new drugs. The PDUFA goals must be
met for each of  the fiscal year cohorts.  A cohort is
defined as the group of  submissions received by
the Agency during a particular fiscal year.  The
agency is allotted time set by PDUFA (plus three
months if a major amendment is received-the three
month extension is only on the original New Drug
Applications (NDA) and is only one time) to review
and act on a submission.

With each passing cohort year, the performance
goals have become more stringent.  Seventy
percent of  the FY 1995 submission cohort had be
reviewed and acted upon “on time”; 12 months for
NDAs and efficacy supplements, but only 6 months
for resubmissions and manufacturing supplements.
The goals increased to 80% and 90% for FYs
1996 and 1997 submission cohorts, respectively.
In FY 1998, PDUFA II required the complete
review of  90% of  standard original NDAs and
efficacy supplements within 12 months of  receipt,
90% of  priority original NDAs, priority efficacy
supplements, and manufacturing supplements
requiring prior approval within 6 months of  receipt,
and 90% of  resubmitted original applications within
6 months of  receipt.

Fiscal Year 1997 Drug Submission Cohort as of   9/30/98

Type of Submission Number of
Submissions

Filed with FDA

Number of
Reviews

“OnTime”

Percent of
Reviews

“OnTime”
New Drug Applications 120 119* 99%

Resubmissions 87 84 97%

Efficacy Supplements 147 145 99%

Manufacturing
Supplements

1,262 1,241 98%

*Pending NDA was not overdue as of  09/30/98.  The review time was extended for an
additional 3 months until November 1998 due to the one-time major amendment extension
allowed under PDUFA.

How Well We Performed
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For all open cohorts during FY 1998, FDA took
217 actions on NDAs, 107 of  which were
approvals.  The median approval time was 12
months - a 24% decrease in median approval time
compared with FY 1997.  Sixty-three of  these
NDAs were approved in 12 months or less. Actual
performance results for the FY 1998 cohort will be
available within 6 to 12 months.  The count of  FY
1998 submissions assumes that submissions
received in the last two months of  FY 1998 were
filed; FDA makes a filing decision within 60 days of
an original application’s receipt.  All calculations of
PDUFA review times are made, however, from the
original receipt date of  the filed application.

The same FY 1998 goals applied to blood and
blood products approvals and the level of
performance is also at the same equivalent high level
as PDUFA drug approvals.

v v v

The FY 1998-99 National Food Safety
Initiative is intended to build a national early
warning system for hazards in the food supply by
enhancing capacity for surveillance and outbreak
investigations at the state and federal levels and by
linking state health departments and federal
agencies with sophisticated computer and
communication systems.

Ø CDC demonstrated, through evaluation of
laboratory training programs, significant
improvements in laboratory methods for
investigating foodborne illnesses.

Ø Developed and signed a memorandum of
understanding in May 1998 between the
Department of  Health and Human Services
(including FDA), USDA, and the EPA which
created a Food Outbreak Response
Coordinating Group (FORC-G).  FORC-G
will increase coordination and communication
among federal, state, and local food safety
agencies; guide efficient use of  resources and
expertise during an outbreak and; prepare for
new and emerging threats to the U.S.  food
supply.

How Well We Performed

PulseNet: Pathogen Identification System

The PulseNet system was put to work in
the first year of  the Food Safety Initiative
to identify common sources of  illnesses
and speed outbreak traceback and
containment.  State laboratory, CDC,
FDA, and USDA PulseNet systems
determine bacterial subtypes with a high
degree of  accuracy and transmit the
information digitally to a central computer
at CDC.  The CDC computer can match a
newly submitted pathogen fingerprint to
those in a databank, and can confirm
whether or not disparate outbreaks are
connected by a common source.  In FY
1998, CDC electronically linked with 16
States for enhanced surveillance and
control activities for E. coli 0157:H7.

During 1998, PulseNet connected two
seemingly independent E. coli O157:H7
outbreaks in Michigan to a common
source—alfalfa sprouts; found that E. coli
O157:H7 illnesses in two different states
shared the same DNA fingerprints,
accelerating traceback to a single mesclun
lettuce packer; helped confirm that about
50 cases of  E. coli O157:H7 in Wisconsin
were attributable to cheese curds from a
single facility, after initial inspections did not
reveal the source of  contamination; and
connected E. coli O157:H7 outbreaks
from ground beef with specific processors.

HHS programs help to ensure food safety.
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Ø In September 1998, FDA hosted an important
meeting of  food-safety officials from all 50
states, the District of  Columbia, and other
localities, Puerto Rico, the Association of  Food
and Drug Officials, FDA, USDA, and CDC to
better integrate appropriate food-safety
functions at the local, state, and federal levels.
Integration efforts focused on inspection,
analytical methodology, laboratory utilization,
and response to disease outbreaks.  The goals
of  this integration effort are better use of
laboratory resources and investigative expertise
and faster response to and control of
foodborne illness outbreaks.

FoodNet: Foodborne Disease
Tracking System

At the seven FoodNet offices located
throughout the country, state and federal
epidemiologists look for signs of  foodborne
illness by monitoring clinical laboratories in
their respective regions for lab-confirmed
infections with seven bacteria and two
parasites most often associated with
foodborne illness.  Two major findings from
FoodNet data were determined in FY 1998:
(1) Campylobacter is now the most common
cause of  confirmed foodborne illness, and
(2) Listeria infections have the highest
hospitalization rates and cause more deaths
than any other pathogen tracked.

FDA has also improved food safety in FY 1998 by
implementing the Hazard Analysis and Critical
Control Point (HACCP), a preventive approach to
a food safety that applies science-based controls
from raw materials to finished product.  FDA:

Ø Expanded its food safety inspection and
investigational regulatory force to include an
additional 61 inspectors and investigators and
19 microbiologists.

Ø Implemented the HACCP food safety system
for the seafood industry in December 1997.
HACCP requires seafood processors,
repackers and warehouses—both domestic and
foreign exporters to this country—to focus on
identifying and preventing hazards that could
cause foodborne illnesses.

Ø Inspected 3,876 domestic seafood establish-
ments.  FDA expects to meet its goal of
inspecting all remaining seafood processors by
the end of  the calendar year. Also,
approximately 940 HACCP inspections were
conducted of  seafood importers.

Ø Required warning labels on unpasteurized or
untreated fresh apple juices became effective in
September 1998.  Warning labels for all other
unpasteurized or untreated juices are required
by November 1998.

Ø Proposed that juice manufacturers adopt
HACCP programs at their plants based on the
record of  illnesses and injuries associated with
consumption of  contaminated juice products.
FDA is in the process of  developing a final
regulation.

v v v

How Well We Performed
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GOAL 6: STRENGTHEN THE NATION’S HEALTH SCIENCES RESEARCH
ENTERPRISE and ENHANCE ITS PRODUCTIVITY.

Improvements in health are grounded in knowledge acquired through research. HHS sets the pace
for the world in medical, epidemiological (incidence, distribution, and control of  disease), behavioral, and
health services research. We sponsor and conduct public and private research through strong, sustained
public support for health sciences.

v We improved the understanding of  normal
and abnormal biological processes and
behaviors.

This year brought news of  significant gains in
biomedical research.

Advances in understanding HIV and AIDS have
resulted from several new studies that revealed
some of  the mechanisms by which HIV undermines
the immune system.  The simple act of  HIV binding
to immune cells increases infectivity, virus
production, and immune system damage.   Also,
HIV “rebounds” in people who stop taking triple-
drug therapies because HIV remains hidden (latent)
in a patient’s lymph nodes.

v v v

Genetic discoveries have proceeded
at an incredible pace.  The connection
of  a human disease to a particular gene
is an important breakthrough because
researchers can then begin to learn how

the gene normally functions in the body, and then
how an altered form of  the gene can cause disease.
Such crucial knowledge can in turn suggest new
diagnostic, therapeutic, and preventive approaches
to disease.  In the past year, scientists have
discovered a number of  genes involved in serious
human diseases and conditions, including:

Ø Alagille syndrome, a rare childhood disease
associated with a wide range of  birth defects,

Ø Alzheimer’s disease development after the age
of  65,

Ø Hirschsprung Disease, which causes impaired
intestinal function,

Ø A form of  progressive deafness,
Ø Non-syndromic recessive deafness, and
Ø Increased risk of  bladder cancer among

smokers.

v v v

Pain is associated with many medical disorders
and can be extremely debilitating, accounting for 40
million physician visits per year for “new” pain.
Two chemicals have been identified that may be
responsible for the body’s reaction to moderate-to-
intense pain.  These findings may lead to the
development of  a new class of  pain medications.

v v v

In 1996 the primary and secondary syphilis rate of
the United States was 30 times that of  Canada.
Scientists have recently published the full DNA
sequence of  the bacterium that causes syphilis.
This blueprint can be used to devise diagnostic tests
that are more accurate and suggests targets for new,
more specific antibiotics to treat syphilis.

v v v

Fruit flies may shed light on  drug
and alcohol addiction since
they respond in the same way to
“crack” cocaine and alcohol as

do humans.  They are much easier to work with and
less costly to maintain than other model organisms.
Studies of  alcohol intoxication of  fruit flies provide
evidence that a well-studied chemical in the brain
plays an important role in response to alcohol.

How Well We Performed
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These tiny flies may also become an important
model to study the effects of  cocaine.

v v v

New emphasis on the biology of  brain disorders
reflects the extraordinary rate at which the
neurosciences are growing.  New imaging
techniques are enabling researchers to view the
brain in action; an understanding that can be applied
to develop medications to combat drug craving.

v v v

v We improved the prevention, diagnosis,
and treatment of  disease and disability.

The decline in  AIDS deaths is primarily
due to the continuing impact of  highly active
antiretroviral therapy in helping people with
HIV live longer and healthier lives.  As of

June 1998, NIH-supported researchers had
evaluated 23 vaccine candidates and 10 adjuvants
(substances incorporated into a vaccine that boost
specific immune responses to the vaccine) in 3,200
volunteers in 49 clinical trials.  On June 3, 1998, the
FDA granted permission to a firm for conducting
the Nation’s first phase clinical trial for an AIDS
prevention vaccine.   In April, HHS determined that
needle exchange programs can be an effective part
of  a comprehensive strategy to reduce the
incidence of  HIV transmission without encouraging
the use of  illegal drugs.

v v v

On March 12, 1998, CDC and NIH announced
that the incidence and death rates for all cancers
combined and for most of  the top 10 types of
cancer declined between 1990 and 1995.  These
rates reverse an almost 20 year trend of  increasing
rates of  cancer cases and death in the United
States.  The report showed that incidence rates
declined for most age groups, for both men and
women, and for most racial and ethnic groups.
CDC and NIH continued to be actively engaged in
cancer prevention and treatment research.

Ø Melanoma, a particularly metastatic and often
deadly form of  skin cancer, may one day be
treated with a vaccine.  NIH reports that a
clinical study shows that a cancer vaccine can
work to trigger an immune response to a tumor,
and paves the way for more extensive trials of
this and other immunotherapies for cancer.

Ø NIH also reported that a breast cancer
prevention trial ended 14 months early when
investigators determined that tamoxifen reduced
by 45% the incidence of  breast cancer in
participants.  Although the results are promising,
tamoxifen does increase other risks.

Ø NIH informed CDC in June 1998 that
methyleugenol was a carcinogen. The amount
of  human exposure was unknown so CDC
developed a method to measure this
compound.

Also, in FY 1998, CDC developed and improved
analytical methods to measure about 50 toxic
substances.  CDC will test individuals for these
toxic substances in the National Health and
Nutrition Examination Survey that is being
conducted in FY 1999.

v v v

How Well We Performed

Age adjusted death rates from HIV infection in the
United States declined an unprecedented 47% from
1996 to 1997, and HIV infection fell from 8th to
14th among the leading causes of death in the U.S.
over the same time.  The 1997 rate of 5.9 deaths per
100,000 is less than half the 1992 rate (12.6) and
almost one-third the rate in 1995, the peak year
(15.6). The incidence rate (of new cases) for all cancers

combined declined an average of .7% per year from
1990 to 1995.  Overall cancer death rates declined
an average by about .5% over the same period.


